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Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

This action is In response to applicant's amendment filed on December 22, 2005. 

Priority 

Examiner acknowledges the response to priority and the priority date given to the 
current application is that of Application No. 09/727,112, which is November 29, 2000. 

Information Disclosure Statement 
Examiner acknowledges the submitted foreign patent documents and the non- 
patent literature publications and have been considered. 

Claim Objections 

Examiner acknowledges the changes to the claims to overcome the claim 
objections. 

Double Patenting 

The nonstatutory double patenting rejection Is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.Sd 1428, 46 USPQ2d 1226 (Fed. CIr. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claim 37 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1 and 12 of U.S. Patent No. 6,679,851. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because they both claim the same device. 

Claims 38 and 39 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1 and 12 of U.S. Patent No. 
6,679,851 in view of Gough et al (5683384). The claims of the cited patent are similar 
to those of the current application except for the anchoring element comprising a first 
electrical lead coupled to the radially extending wire and a lead coupled to the patient 
whereby RF energy can be applied to the anchoring element during deployment and the 
at least one anchoring element forming a curved structure as it extends. Gough et al 
teaches a multiple antenna ablation apparatus that teaches it is known to provide an 
anchoring element (element 16 in Figure 1) with RF energy for ablating the tissue 
surrounding the anchoring device (see Columns 5-8, lines 34-54, specifically Column 8, 
lines 26-54). It would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify the claims of the current patent, to include RF 
energy sent to the anchoring element, as taught by Gough et al, for ablating the tissue 
surrounding the anchoring device. 

Claims 44-48, 51, 66-70, and 73 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 25 and 26 of U.S. 
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Patent No. 6,679,851 in view of Gough et al. The claims of the cited patent are similar 
to those of the current application except the claims do not disclose a radiation detector, 
an anchoring element comprising a first electrical lead electrically coupled to the at least 
one radially extending wire and a second electrical lead coupled to the patient, the 
tissue cutting member at the distal end of the shaft comprising an RF electrode, the 
electrode comprising an arcuate wire, and the electrode positioned in substantially the 
same plane as the longitudinal axis of the shaft. Gough et al teaches all of these 
limitations of the claims: 

Regarding claims 44 and 66, Gough et al teaches it is known to provide a 
radiation detector at the distal end of the shaft for determining the extent of ablation, 
amount of ablation, whether or not further ablation is needed, and preventing non- 
targeted tissue from being destroyed (see Column 6, lines 35-65). It would have been 
obvious to one having ordinary skill in the art at the time the Invention was made to 
modify the claims of the current patent, to include a radiation detector at the distal end 
of a shaft, as taught by Gough et al, for determining the extent of ablation, amount of 
ablation, whether or not further ablation is needed, and preventing non-targeted tissue 
from being destroyed. 

Regarding claims 45 and 67, Gough et al teaches a multiple antenna ablation 
apparatus that teaches it is known to provide an anchoring element (element 16 in 
Figure 1) with RF energy for ablating the tissue surrounding the anchoring device (see 
Columns 5-8, lines 34-54, specifically Column 8, lines 26-54). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
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modify tlie claims of the current patent, to include RF energy sent to the anchoring 
element, as taught by Gough et al, for ablating the tissue surrounding the anchoring 
device. 

Regarding claims 46-48, and 68-70, Gough et al teaches it is known to provide a 
cutting member at the distal end of the shaft comprising an RF electrode (either of 
elements 16 in Figure 6B) that can be viewed as an arcuate wire that lies in 
substantially the same plane as the longitudinal axis, for ablating the tissue surrounding 
the cutting member (see Columns 7-8, lines 37-42). It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the claims of 
the current patent, to include a cutting member that comprised an RF electrode, that 
consists of an arcuate wire that lies in substantially the same plane as the longitudinal 
axis, as taught by Gough et al, for ablating the tissue surrounding the cutting member. 

Claims 52-54, and 74-76 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 25 and 26 of U.S. 
Patent No. 6,679,851 in view of Gough et al and further in view of Mulier et al 
(5431649). The claims of the cited patent are similar to those of the current application 
except the claims do not disclose an anchoring element extending through at least 540 
degrees. Mulier et al teaches a helical coil electrode that Is anchored into heart tissue 
(Figure 2, element 14), which serves to stabilize the catheter during R-F ablation. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to further modify the claims of the current patent with a helical coil anchor 
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extending through at least 540 degrees, as taught by Mulier et al, to make the 
connection between the device and the tissue more stable. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 37-39 are rejected under 35 U.S.C. 102(b) as being anticipated by Gough 
et al (5683384). 

Regarding claim 37, Gough et al teaches an ablation apparatus comprising: 
an elongated shaft (element 18, Figure 1), 

a tissue cutting member at the distal end of the shaft (element 14 in Figure 1), 

at least one anchoring element extending from a position at or near the distal end 
of the shaft (see element 16 in Figure 1), 

a radiation detector at least a portion of which is disposed at or near the distal 
end of the shaft (see elements 24 in Figure 1). 

Regarding claim 38, the anchoring element 16 in Figure 1 extends radially. 

Regarding claim 39. see elements 16 in Figure 6B. 

Claim Rejections - 35 USC § 103 

Claims 25-36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gough et al in view of Ritchart et al (5810806). Regarding claims 25, 26, 29, and 30 
Gough et al discloses the claimed invention except for the device detecting radiation 
from a radioactive material within the lesion site. Gough et al discloses a method 
including: providing an accessing tissue with an anchoring device having an elongated 
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shaft (around element 18 in Figure 3), at least one radially extending anchoring element 
(element 16 In Figure 3), and a tissue cutting member at the distal end of the shaft 
(element 14 in Figure 3), to ablate tissue (see Column 7. lines 26-65). extending at least 
one anchoring element, and securing the distal end of the device (see Column 8, lines 
35-42). Ritchart et al teaches it is known to provide a slidable radiation detector and 
detecting radioactive material for location of a lesion in an area of soft tissue (see 
Columns 11-12, lines 34-24). It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to modify the device and method of Gough et 
al to include a step of detecting radiation from a radioactive material, as taught by 
Ritchart et al, for location of a lesion in an area of soft tissue. 

Regarding claim 27, the anchoring element is extended radially. 

Regarding claim 28, see Gough et al Column 8, lines 40-41 . 

Regarding claim 31, Ritchart et al teaches it is known to provide a variety of 
different radiation detection means including a gamma camera (see Column 3, lines 3- 
5). It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to further modify the device of Gough et al to include a step of 
using a gamma camera for locating a site, as taught by Ritchart et al, because gamma 
cameras are well known in the art for determining a site with cancerous tissue. 

Regarding claim 32, see Gough et al. Column 9, lines 49-54. 

Regarding claim 33, the device as modified by Ritchart et al is capable of being 
used to cut and remove at least one sentinel lymph node. 
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Regarding claim 34, it would have been obvious to one having ordinary skill in 
the art at the time the invention was made to mark provide a visible mark on the skin of 
the patient, to help assist the user of the device to locate the insertion point of the 
device. 

Regarding claim 35, see Gough et al Column 7, lines 37-65. 

Regarding claim 36, Gough et al shows arcuate shaped electrodes that are 
spaced distally from a distal extremity of the distal end of the cannula (see Figures 6A- 
C, and 7), the electrode can be viewed as any one of elements 16. 

Claims 40-43 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Gough et al in view of Mulier et al. Gough et al discloses the claimed invention except 
for the device comprising an anchoring element comprising of a helical coil extending 
through at least 540 degrees. Mulier et al teaches a helical coil electrode that is 
anchored into heart tissue (Figure 2, element 14), which serves to stabilize the catheter 
during R-F ablation. It would have been obvious to one having ordinary skill in the art at 
the time the invention was made to further modify the claims of the current patent with a 
helical coil anchor extending through at least 540 degrees, as taught by Mulier et al, to 
make the connection between the device and the tissue more stable. 

Response to Arguments 

Applicant's arguments filed December 22, 2005, with respect to the rejection(s) 
of claim(s) 25-48, 51-54, 66-70. 73-76 under Ritchart et al (5,810,806) have been fully 
considered and are persuasive. Therefore, the rejection has been withdrawn. 
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However, upon further consideration, a new ground(s) of rejection is made in view of 
Gough et al (5,683,384) and a double patenting rejection with patent (6,679,851). 

Allowable Subject Matter 
Claims 49, 50, 71, and 72 are objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including ail of the 
limitations of the base cjaim and any intervening claims. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew D. Dryden whose telephone number is (571) 

272- 6266. The examiner can normally be reached on Monday-Friday 8-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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